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DETAILED ACTION 

Applicants' arguments, filed 07/30/2008, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set presently being applied to the instant application. 

Claim Status 

While the initial election was to a viscoelastic polymer specie of hyaluronic acid, 
not the combination of hyaluronic acid and hydroxypropyl methyl cellulose, the 
amendments dated 07/30/2008 have shifted the species to the combination. Therefore, 
claims 20 and 22 are now examined. 

Claim Objections 

Claims 20 and 22 are objected to because of the following informalities: both 
claims at line 2 include the word "yet" before "minimum", instead of the likely intended 
word, "a". Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. 

Claims 1,6-11, 25-28, and 47 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Singh et al (US Pregrant Pub 2003/0232089, see IDS dated 
06/24/2004) in view of Olejnlk et al (US 5,597,599) and Gohzu et al (US 5,013,445). 

Singh et al teaches trishydroxymethylaminomethane as a buffering component 
(paragraph 93) for ophthalmic gum compositions (abstract) where the composition can 
include hyaluronic acid (paragraph 25) and hydroxypropylmethyl cellulose (paragraph 
59). The working examples teach the combination of 0.5% hydroxypropylmethyl 
cellulose and 0.5% Scleroglucan (page 11, Example 8, Table 5, ID 21). The addition of 
a tonicity modifier is also taught (paragraph 59). 
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Singh et al does not teach the addition of the buffering component or the 
combination of hyaluronic acid and hydroxypropylmethyl cellulose as a preferred 
embodiment. Neither does Singh et al teach the addition of a hexahydric alcohol. 

Olejnlk et al teaches tonicity adjusting agents are known to include mannitol and 
sorbitol. 

Gohzu et al teaches the use of trishydroxymethylaminomethane in chemical 
compositions in an amount between 5-100 mM to achieve a pH of from 6.0 to 7.5 (claim 
6). 

It would be obvious to one of ordinary skill in that to substitute the disclosed 
"gum" compounds, such as hyaluronic acid for Scleroglucan in the working example ID 
21 . The addition of the tonicity adjusting agent of Olejnlk would be obvious where the 
addition of such an additional component was taught. Further, where the addition of 
buffering agents is disclosed, and the amount would be a matter of routine optimization 
based on the desire to achieve a physiological pH similar to disclosed in Gohzu et al. 

With regard to the viscosity, percentage of quenching, and shear-viscosities, 
these appear to be conventional in the art, such that their determination would have 
been obvious to one of ordinary skill in the art using no more than routine 
experimentation. 

Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Singh et 
al (US Pregrant Pub 2003/0232089) in view of Olejnlk et al (US 5,597,599) and Gohzu 
et al (US 5,013,445), further in view of Cantoro et al (US 5,770,628). 
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Singh et al, Olejnlk et al, and Gohzu et al are discussed above. 

Cantoro et al teaches the use of hyaluronic acid and its salts in the range of 500 
to 4,000 kD for ophthalmic preparations (abstract, claim 1). 

Where the additional art teaches the mass of hyaluronic acid and its salts useful 
in the same type of composition instantly claimed, an ophthalmic preparation, it would 
be obvious to one of ordinary skill to use hyaluronic acids of the disclosed mass- 
Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Singh et 
al (US Pregrant Pub 2003/0232089) in view of Olejnlk et al (US 5,597,599) and Gohzu 
et al (US 5,013,445), further in view of Katz (US 4,287,175). 

Singh et al, Olejnlk et al, and Gohzu et al are discussed above. 

Katz discloses the use of hydroxypropylmethyl cellulose having a molecular 
weight of from about 10,000 to 1 ,000,000 or more, particularly up to about 200,000 and 
especially about 80,00 to about 125,000 in ophthalmic solutions. 

It would be obvious to one of ordinary skill when selecting the 
hydroxypropylmethyl cellulose to use hydroxypropylmethyl cellulose compounds known 
to be used in ophthalmic solutions as disclosed in Katz. 



No claims allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Packard whose telephone number is 571-270- 
3440. The examiner can normally be reached on M-R 8-5 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Benjamin Packard/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



